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November 13, 2017  
 
 


 


 
Mr. Richard P. Keigwin, Jr. 
Director, Office of Pesticide Programs 
Registration Division 
U.S. Environmental Protection Agency 
1200 Pennsylvania Ave. NW 
Washington, District of Columbia 20460-001 
 
Dear Mr. Keigwin: 
 
The Department of Pesticide Regulation (DPR) would like to thank you for the opportunity to 
provide comments on the Draft Guidance for Pesticide Registrants on Notifications, Non-
Notifications and Minor Formulation Amendments, EPA Docket number EPA-HQ-OPP-2016-0671.  
 
The draft document solicited comments regarding how the U.S. Environmental Protection  
Agency (U.S. EPA) should handle inert ingredient disclosure. DPR encourages U.S. EPA to require 
inert ingredient disclosure statements to be added to pesticide product labels by notification (as 
opposed to non-notification). This would be consistent with other changes acceptable through the 
notification process. In addition, if U.S. EPA requires submission by notification, DPR will be able 
to obtain proof of submission of the label amendment to U.S. EPA. DPR plans to allow registrants to 
add inert ingredient disclosure statements to currently California registered pesticide product labels 
by notification.  
 
DPR provided its remaining questions, comments, and suggestions on the attached copy of  
U.S. EPA’s draft Guidance for Pesticide Registrants on Notifications, Non-Notifications and Minor 
Formulation Amendments document.  
 
If you have any questions, please contact Ms. Jolynn Mahmoudi-Haeri, Registration Branch 
Ombudsman, at <Jolynn.Mahmoudi-Haeri@cdpr.ca.gov> or by telephone at 916-324-3545. 
 
Sincerely, 
 
 
 
Original signed by Ann M. Prichard 
 
Ann M. Prichard, Chief 
Pesticide Registration Branch 
916-324-3931 
 
Enclosure 
 
cc: Ms. Jolynn Mahmoudi-Haeri, DPR Senior Environmental Scientist (Specialist) 



http://www.cdpr.ca.gov/
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XXX, XX, 2017 


 


 


PESTICIDE REGISTRATION (PR) NOTICE 2017-XX 


 


NOTICE TO MANUFACTURERS, PRODUCERS, FORMULATORS, AND 


REGISTRANTS OF PESTICIDE PRODUCTS 


 


ATTENTION: Persons Responsible for Registration and Reregistration of Pesticide 


Products 


 


SUBJECT: Notifications, Non-Notifications and Minor Formulation Amendments 


 


This notice will update and clarify the scope of changes accepted by notification, non- 


notification and minor formulation amendments for all pesticide products. When final, this notice 


will supersede both PR Notices 95-2 and 98-10 in their entirety. 


C1. Should PR Notice 2007-04 be included? 
 


As per 40 CFR 152.46, EPA may determine that certain minor modifications to a 


registration having no potential to cause unreasonable adverse effects to the environment may be 


accomplished by notification or without notification to the Agency. Should registrants choose to 


submit an action via notification, this is the protocol that they must follow. 


 


 


I. BACKGROUND 


 


Since the issuance of PR Notice 98-10, the Agency has been affected by various statutory 


and regulatory changes. In particular, the Pesticide Registration Improvement Act (PRIA), the 


Pesticide Registration Improvement Renewal Act (PRIA 2) and Pesticide Registration 


Improvement Extension Act (PRIA 3)
1 have resulted in a need for EPA to revise the notification 


procedures. Certain actions previously accepted under PRN 98-10 are now actions scheduled by 


the PRIA action tables. 


 


EPA is issuing this notice to align the notification program with the requirements of the 


Food Quality Protection Act (FQPA) and PRIA and to clarify the processes for accepting minor, 


low risk registration amendments to be accomplished through notification, non-notification or as 


accelerated amendments, previously established in PRN 98-10. EPA believes these changes will 


save registrants and the Agency time and resources, while maintaining full protection of public 


health and the environment. Table A lists all registration amendments which may be 


accomplished by notification, non-notification, accelerated minor formulation changes, or which 


may be subject to PRIA. The Agency is seeking public comment on this proposed PR Notice 


which will end 30 days after publication in the Federal Register. 


 


 


 


1Pesticide Registration Enhancement Act of 2017 (PRIA 4) has been introduced but not yet enacted. 
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II. NOTIFICATIONS 


Only the product registration modifications described in this section (Section II) may be 


accomplished by notification. Confidential Statement of Formula (CSF) changes may not be 


submitted by notification. Formulation changes may and where applicable must be submitted via 


amendment or minor formulation amendment if the proposed changes meet the criteria (see 


Section IV below). 


 


A. Brand Names 


 


A registrant of a federally registered product may change a that product’s 


primary brand name and add or change one or more alternate brand names by 


notification. In doing so, the registrant must indicate whether the new name being 


submitted by notification is the primary brand name or an alternate brand name. Also, 


each name must differ from the name of any other of the registrant’s other products so as 


to permit clear identification. Brand names may not be false or misleading [40 CFR 


156.10(b)]. 


 


Attention: Labels are required to be submitted and stamped for approval for new 


primary brand name changes only. No label is required if only an alternate brand name is 


being requested. The new brand name will be updated in the Office of Pesticide Programs 


Information Network (OPPIN). 


 


B. Adding or Deleting Pests 


 


A claim against a pest that does not pose a threat to public health may be added 


to the label by notification provided that: 


 


1. The registrant maintains efficacy data for each pest added (made available upon 


Agency request); 


2. The pest typically occurs on a specific use site on the approved label; 


3. The pest matches the type of product registered (e.g., a fungus may not be added to an 


insecticidal product); 


4. The dosage, frequency, concentration or methods of application do not change; 


5. Addition of the pest does not increase exposure of the pesticide to humans or the 


environment; and 


6. The pest is not subject to quarantine by the Animal and Plant Health Inspection 


Service of the U.S. Department of Agriculture (http://www.oie.int/animal-health-in-


the-world/oie-listed-diseases-2016/) 


 


The registrant may not use notification to add label claims against a public health 


pest, termites or pests subject to quarantine. Instead, the registrant must submit an 


application to amend the product registration.  Note that the amendment may be subject 


to a service fee under PRIA. 


 


Public health pests include, but are not limited to, mosquitoes, cockroaches, fleas, 


ticks, biting flies, bed bugs, rodents, fungi, viruses and bacteria (other than odor-causing). 


For a list of public health pests refer to PR Notice 2002-1 


 


 


 



http://www.oie.int/animal-health-in-the-world/oie-listed-diseases-2016/

http://www.oie.int/animal-health-in-the-world/oie-listed-diseases-2016/
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[http://www.epa.gov/sites/production/files/2014-04/documents/pr2002-1.pdf]. 


Antimicrobial pests and claims which are related to public health are also described in 


OPP’s Antimicrobials Division Registration Policy Documents 


[http://www.epa.gov/pesticide-registration/antimicrobial-policy-and-guidance- 


documents]. Questions about public health pests, termiticides and products used for 


quarantine may be referred to the appropriate regulatory division’s branch which 


manages those products. Any pest may be deleted from the label by notification, at any 


time, provided that the removal of the pest does not change the use site. For example, the 


removal of a pest such as Pseudomonas aeruginosa may require the deletion of the 


hospital and other health care sites, which must be conducted under FIFRA Section 6(f). 


 


C. Changes in Packaging and Related Labeling Statements 


 


Changes to the size (net contents), shape, or color of packaging and changes to 


labeling statements that are directly related to changes in the package size, shape, and 


color may be done by notification provided that all of the following criteria are met: 


C2: Size was noted in Table A, but not in this sentence. 
 


1. The dosage, concentration, frequency or method of application (e.g., spray vs. liquid 


pour) does not change; 


2. Exposure is not increased (examples of packaging changes that may increase 


exposure include: adding non-water soluble packaging to a product which is only 


registered for water-soluble packaging; protective clothing or equipment required 


because of the proposed package change); new data requirements may be triggered 


for increased exposure; 


3. Either before or after the proposed changes, the product is neither subject to child 


resistant packaging (CRP), nor has the registrant voluntarily used CRP; 


4. The product is not a rodenticide; 


5. No changes are made to bait stations, control stations or attractant stations or 


other packaging that houses the pesticide during its use; 


6. No changes are made to packaging and labeling of pet spot-on products. These 


changes must be submitted as an amendment, since these are approved as part of the 


Notice of Registration; 


7. No Worker Protection Standard labeling statements are changed; 


8. The package size is not reduced to the point that the net contents of the package is 


smaller than the dosage required by directions for use or that a reduced package size 


will require CRP; 


9. The package size or other characteristics is not changed in a way which violates EPA- 


mandated restrictions (e.g., Reregistration Eligibility Decision (RED) or Registration 


Review requirements) imposed on a product (e.g., size limitations may be imposed on 


a product to limit its use to homeowners only); 


10. Composition of packaging materials must not be changed from what was evaluated 


for product chemistry guidelines 830.6317 (Storage stability) and 830.6320 


(Corrosion characteristics). Changes of this nature must be submitted as an 


amendment with data and are subject to PRIA fees and timelines; and 


11. No container disposal labeling statements are changed (per PR Notice 2007-4). 


 


 


 


 



http://www.epa.gov/sites/production/files/2014-04/documents/pr2002-1.pdf

http://www.epa.gov/pesticide-registration/antimicrobial-policy-and-guidance-
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D. Use of Adding, Changing, and Deleting Symbols, Pictures, Logos and Graphics 


Symbols, pictures, logos and graphics 


(http://www.epa.gov/sites/production/files/2015-03/documents/chap-16-dec-2014.pdf 


https://www.epa.gov/sites/production/files/2017-09/documents/chap-16-aug-2017.pdf) 


may be used added in conjunction with and in close proximity to explanatory label text, 


provided that they do not substitute for or conflict with label text, and are not false or 


misleading (as described in 40 CFR 156.10(a)(5) and FIFRA Section 2(q)(1)(A)). 


Examples include diagrams demonstrating how to open product containers; pictures of 


where the product can be used; and pictures of persons wearing appropriate protective 


clothing. 


Attention: Graphics or logos that represent new or additional claims cannot be 


added through notification. For example, Such as certifications (e.g., for repellency, 


organic production, National Science Foundation (NSF), Biobased, and Organic 


Materials Review Institute (OMRI)), and “safe for surface” cannot be added through 


notification.  Such additions must be added by amendment
2
. Additional information on 


safe for surface claims can be found at the website for Surface Safety Claims Guidance 


(https://www.epa.gov/pesticide-labels/surface-safety-claims- guidance-letter). 


C3. Suggest amending the Label Review Manual, Chapter 16 to reflect changes in this notice (e.g., 
logos for NSF, Department of Transportation, etc.) and graphics/symbols/logos should be 
grouped for consistency. 


C4. Suggest addressing whether all graphics appearing on a distributor product label, must appear on 
the U.S. EPA-accepted master label for the basic product (per recent U.S. EPA 
correspondence). Would that include non-FIFRA graphics like the distributor company’s logo?   


C5. Suggest addressing whether non-FIFRA related graphics such as gluten-free logo, company 
logos, etc. be added by notification. If such graphics can be added by non-notification, then we 
suggest adding them to that section. 


E. Redundant Labeling Statements 


Labeling statements may be combined or deleted to remove redundancy or 


deleted, provided that statements required by the Agency are not removed, changed or 


relocated. To be submitted via notification, t The revised statements must be consistent 


with 40 CFR 156.10 and Agency policy. 


C6. Please provide example statements for clarity. 
F. Product Composition 


1. Pesticide Category. A statement identifying one of the following pesticide categories 


to which the product belongs may be added by notification: fungicide, insecticide, 


rodenticide, herbicide, defoliant, repellent, desiccant, microbiocide, antimicrobial, 


biochemical, microbial, plant regulator, nematicide, and plant-pesticide. Addition of 


categories, such as disinfectant and sanitizer, other than these is not acceptable by 


notification. 


2. Plant Derived Active Ingredient(s). If the active ingredient is derived only from 


plant extracts and is classified in EPA’s acute toxicity categories III or IV, then a 


statement such as the following may be added to the ingredients statement via 


notification: “pyrethrum, a botanical insecticide.” Broad, non-specific terms such 


as “natural” and “organic” are not acceptable. Also, botanical claims for inert 


ingredients may no longer be added via notification; an application for amendment to 


registration must be submitted for such a claim. 


3. Odor. If a product has been amended to add or change a fragrance, terms such as 


“fresh scent,” “floral scent” and “lemon scent” which describe that odor may be 


added by notification.  The term “descented” may be added via notification if the 



http://www.epa.gov/sites/production/files/2015-03/documents/chap-16-dec-2014.pdf)

http://www.epa.gov/pesticide-labels/surface-safety-claims-

http://www.epa.gov/pesticide-labels/surface-safety-claims-
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product contains an odor-masking ingredient in all EPA approved CSFs (basic and 


alternates). These terms may also be If these terms are added to the product name,; 


the registrant should specify whether it is an alternate brand name or a change to the 


primary brand name (See section II. A.). The fragrance claim cannot be false or 


misleading. 


 


4. Water-based. The term “water-based” may be added by notification if the product 


contains at least 50% water by weight, is classified in EPA acute toxicity category III 


or IV, and presents no physical/chemical hazards that require a warning statement. 


All ingredients must be in an aqueous solution (not a dispersion or emulsion) and 


only diluted with water. 


 


5. Inert Ingredient Disclosure Statement. The Agency is currently considering 


whether the notification method or the non-notification method is an appropriate 


avenue for industry requested inert disclosure based upon third-party vendor 


requirements. The Agency seeks comment on requiring these changes through 


notification and also seeks comment on requiring disclosure of all inert ingredients or 


only a subset of those in registered formulations. 


 


G. Risk Reduction 


 


1. Non-flammability. The claim “non-flammable” may be added by notification if a 


product meets the following criteria for the basic and all alternate CSFs, according to data 


entered on the Confidential Statement of Formula (EPA Form 8570-4): 


 


a. If the product contains or becomes a gas, the product must not ignite when 


exposed to a lighted match, spark or other flame; or 


b. If the product is a liquid, the product must have a flash point greater than 350°F. 


 


Attention: A claim of non-flammability may not be made if any test, including but not 


limited to those in (a) or (b) above, demonstrates that the product is flammable. 


 


2. Closed System. A closed system is designed to reduce worker exposure during pesticide 


handling. If a product has already been approved for use in a closed system for transfer 


during mixing and loading, or during application, a label statement such as “Closed 


system for (insert ‘mixing,’ ‘loading,’ ‘transfer,’ or ‘application’ as applicable)” may be 


added by notification. However, the removal of a closed-system label statement must be 


submitted as a label amendment and may be subject to a service fee under PRIA. 


 


3. Water Soluble Packaging (WSP). A phrase such as “water soluble packaging” may be 


added by notification to the label for this form of packaging only if the current acceptable 


basic and all alternate CSF(s) reflect(s) this type of packaging. 


 


H. Changes to Use Directions 
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Normally, directions for use cannot be changed via notification. However, the 


following changes are the exception. 


 


1. Changes in mixing directions or pretreatment instructions which do not affect the 


dilution ratio or the minimum and maximum use dilutions may be added by 


notification. Examples: 


 


a. When a package size is changed, the use directions may be changed to 


accommodate the different size, provided that the dilution ratio remains constant 


(e.g., a one-gallon package to be mixed with 2 gallons of water could be changed 


to a 5-gallon package to be mixed with 10 gallons of water). 


b. Instructions relating to cleaning or pre-cleaning of surfaces prior to use of the 


product may be added for antimicrobial products, if such instructions do not 


change the dilution or application rate with respect to the approved pesticidal 


claim. Such instructions may not be deleted via notification. 


 


2. Addition of tables, and charts or other graphics, except for repellency 


graphics, which present identical use directions already approved by EPA in 


narrative form can be submitted via added by notification. 


C7. Suggest that references to graphics be deleted here and discussed under Section D. Use of 
Symbols, Pictures, Logos and Graphics. 


 


Presenting the use directions in a table or chart is encouraged as long as the use 


directions remain identical to the directions already approved by the Agency.  


Providing graphic or tabular presentation of use directions which have already been 


approved is encouraged as long as the substance of the use directions remains the same. 


Similarly, parts of the narrative use directions may be removed if those directions are 


presented in the graphics or tables or charts, and provided the substance of the use 


directions remain the same and no use limitations are omitted. 


 


3. Addition of similar equipment application methods can be done by notification. 


 


An additional method of application, where the directions for use do not change, that 


would be permitted under Sec. 2(ee)(3) of FIFRA may be added to the label by 


notification if it meets the following criteria: 


 


a. The new application method results in exposure to humans or the environment no 


greater than exposure from the currently registered methods(s); 


b. The new application method results in no change in the dosage, concentration, 


timing or frequency of application of the product; 


c. The product is not registered for public health related uses, termiticide uses, or for 


pests subject to quarantine; and 


d. The new application method does not violate any EPA-mandated restrictions 


(e.g., Reregistration Eligibility Decision (RED) or Registration Review 


requirements). 


 


For example, a trigger foamer sprayer may be added to a trigger sprayer product if the 


likely exposure is no greater, and if the dosage, concentration or frequency of application 


fall within the range of currently approved use directions, and if the label makes no  
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public health related claims. The registrant must have data in its files to show that the 


product meets the above criteria. 


 


4. Instructions to mix finished product with a fertilizer. 


 


The use directions may be modified by notification to include mixing instructions of 


the finished product with a fertilizer, provided that the concentration, frequency, and 


rate of the pesticide application does not change. 


 


I. Changes in Warranty Statement 


 


Warranty statements may be revised by notification provided they do not 


disclaim the performance or safety of the product when used in accordance with label 


directions and are otherwise not false or misleading. Refer to the warranty statement 


instructions found in the OPP guidance on warranty statements 


(https://www.epa.gov/sites/production/files/2015-04/documents/warranty.pdf). 


 


J. Other Revisions 


 


Minor label changes not already described in Section II may be made by 


notification, provided they: 


 


1. Are consistent with or specified by a PR Notice (that has not been superseded); 


2. Are consistent with 40 CFR Part 156; 


3. Involve no changes in the ingredients statement, signal word, use classification, 


precautionary statement, First Aid (statements of practical treatment (First Aid), 


environmental hazard statements, physical/chemical/biological properties, or 


directions for use (including storage and disposal); and 


C8. Recently, U.S. EPA approved non-data related changes to precautionary statements by 
notification (i.e., updates to the “Wash thoroughly with soap and water after handling and before 
eating, drinking, chewing gum, using tobacco or using the toilet” statement). Does U.S. EPA 
allow minor changes to these sections via notification on a case-by-case basis? If so, this should 
be mentioned in this PR Notice. 


4. Are not false or misleading. 


 


For example In addition, a statement such as “Not for use in California” would be an 


acceptable label modification via notification. 


C9. Suggest addressing whether referral statements (e.g., referral statements to First Aid and 
Precautionary Statements) be added to a product label by notification. Does the product’s signal 
word play a role in whether the referral statement can be added by notification? 


III. NON-NOTIFICATIONS 


 


In accordance with 40 CFR 152.46(b), a registrant may accomplish the following types of 


actions without notifying the Agency; however, they must be incorporated on subsequent 


amendments (i.e., the registrant does not need to inform the Agency prior to the change). To 


conserve Agency resources, registrants are discouraged from submitting copies of non- 


notifications; if the registrant wants to submit these changes to the Agency, they must be 


submitted as a notification and will be reviewed. 


 


A. Typographical and Printing Errors 



http://www.epa.gov/sites/production/files/2015-04/documents/warranty.pdf)
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Correcting typographical and printing errors in labeling as well as changes in grammar and/or 


phrasing that do not change how the product will be used (e.g., adding and/or changing 


prepositions) are permitted by non-notification, provided that the use directions, signal words or 


requirement for child-resistant packaging do not change and the format is consistent with 


Agency labeling requirements. Any corrections which result in changes in use directions, use 


precautions or the ingredient statement must be submitted as an amendment. 


 


For example, adding and/or changing prepositions are permitted by non-notification. 


However, revisions to a typographical error in the use rate or contact time must be submitted via 


notification. 


C10. Is this statement correct? Are typographical errors in the use rate also errors to the use 
directions? Above, the notice states changes in use direction must be submitted as an 
amendment. 


C11. Is there a distinction between typos that can change the way the product is used (e.g., 
transposed numbers) versus typos like stating “bactrial” vs. “bacterial”? 


 


B. Revision, Addition or Deletion of Non-FIFRA Related Label Elements 


 


The following are permitted by non-notification: 


 


1. Symbols and graphics required by other Federal agencies, such as the Department of 


Transportation; 


2. State-required analysis of the fertilizer component of the pesticide product; 


3. Lot or batch codes, barcodes or other product identifiers; 


4. Date of manufacture or EPA label approval; and 


5. Use of equivalent metric units in addition to standard U.S. units for net contents, dosage 


and other numeric expressions. 


 


C. Changes in the Name or Address of the Registrant on the Label 


 


1. In accordance with 40 CFR 152.135, a transfer of ownership of a registration must be 


approved by the Agency. Once a product’s transfer has been approved by EPA, the registrant 


need not submit labeling reflecting the new registrant’s company name, EPA registration 


number, and address at that time. However, the registrant should be aware of any instructions 


given in the Agency transfer letter.  EPA registration number, address and company name 


changes to CSFs must be made by amendment. 


 


2. In accordance with 40 CFR 152.122, registrants are required to notify EPA of a change in 


the company EPA registration number, name, street address or designated agent. Subsequent 


product labels must reflect these changes as appropriate. The registrant need not submit 


copies of the amended labeling reflecting the registrant’s new EPA registration number, 


company name and/or address to the Agency at that time. If revised labels are submitted with 


new EPA registration numbers, company names, and addresses, either with or without other 


label changes, they must be submitted as amendments. However, the registrant should be 


aware of any timeline prescribed in Agency correspondence as a result of these changes. 


Address and company name changes to CSFs must be made by amendment. 


 


D. Redesign of Label Format 
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A label format change that does not modify approved label text and is consistent with 


the format requirements of 40 CFR 156.10 and Agency policy can be done by non- 


notification. These may include, among other things, going from paragraphs to bullets or 


chart form, changes in color, type size or style, and use of space, so long as the new format is 


not misleading and all required label information is prominently placed so that it is likely to 


be read and understood by the ordinary individual under customary conditions of purchase 


and use. 


 


E. Non-Pesticidal Characteristics 


 


1. Non-pesticidal effectiveness for non-conventional products 


C12. What is the definition of a non-conventional product? Providing examples may help. 
 


A non-pesticidal claim provided it is not false or misleading, does not conflict with the 


pesticide labeling and is consistent with other applicable statutes or regulations that may 


apply to such claims. Examples of such claims include “cleans,” “whitens and brightens 


laundry,” “removes soap scum,” and “eliminates pet dander.” In addition, brief directions 


for these non-pesticidal uses may be added by non- notification. For example, “use at full 


strength (2 cups per gallon) to remove tough stains.” 


 


2. Cleanup 


 


A statement with respect to the ease of cleanup or removal after use, such as “leaves no 


film or deposit” and “cleans easily with water” as long as such statement does not 


conflict with the use directions or adversely affect the efficacy or safety of the product 


and is not false or misleading. 


 


3. Effects on treated objects or sites 


 


Beneficial product attributes not related to pesticidal effect, such as “non-staining,” and 


“non-corrosive to metals” may be added to the label provided they are true, not 


misleading and are not presented in such manner that they distract from other information 


that is required on the label. 


 


Attention: Product attributes related to “safe for surface” claims must be submitted via 


amendment so the Agency can ensure that the claims are not false or misleading. 


Additional information on safe for surface claims can be found at the website for Surface 


Safety Claims Guidance (https://www.epa.gov/pesticide-labels/surface- safety-claims-


guidance-letter). 


 


4. Price 


 


Claims regarding price or price-related marketing information such as “low price”, “25 


cents off” and “rebate available”. 


 


5. Where product is made 


 


 


 



http://www.epa.gov/pesticide-labels/surface-

http://www.epa.gov/pesticide-labels/surface-
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Factual statements about where the product was made, “Made in USA”, provided these 


comply with other regulatory requirements. 


 


Attention: All of the formulation components listed on all CSFs (basic and all alternates) 


must be made in the USA for the above statement to apply. Additionally, all CSFs must 


indicate the product is formulated in the USA. 


 


6. Consumer Access Numbers 


 


Per PR Notice 97-4, telephone numbers and internet addresses may be added to the label 


without notification. If there is a reference to the company's or another website on the 


label, then the website becomes labeling under the Federal Insecticide Fungicide and 


Rodenticide Act (FIFRA) and is subject to review by the Agency.  If the website is false 


or misleading, the product would be misbranded and unlawful to sell or distribute under 


FIFRA section 12(a)(1)(E). 40 CFR 156.10(a)(5) list examples of statements EPA may 


consider false or misleading. In addition, regardless of whether a website is referenced on 


a product's label, claims made on the website may not substantially differ from those 


claims approved through the registration process. 


 


7. Use of “Other Ingredients” in the Ingredient Statement 


 


Per PR Notice 97-6, the term “Other Ingredients” may be substituted for “Inert 


Ingredients” in the label ingredients statement without notification. 


 


F. Bilingual Labeling 


 


A registrant may provide bilingual labeling on any product without notification. 


The foreign text must be a true and accurate translation of the English text. 


Attention: Both language versions of the labeling must appear on a container. Foreign 


text may be used on all or part of the labeling. 


 


G. Inert Ingredient Disclosure Statement. 


 


The Agency is currently considering whether the notification method or the non- 


notification method is an appropriate avenue for industry requested inert disclosure based 


upon third-party vendor requirements. The Agency seeks comment on requiring these 


changes through notification and also seeks comment on requiring disclosure of all inert 


ingredients or only a subset of those in registered formulations. 


C13. Suggest adding a new section addressing state specific text requirements if acceptable as non-
notification (e.g., California Proposition 65 warning statement). 


 


IV. MINOR FORMULATION AMENDMENTS 


 


In PR Notice 98-10, the Agency developed an accelerated review for certain applications 


to amend registration with minor formulation changes. This notice continues to allow specific 


changes to registrations as minor formulation amendments.  The description of the review  
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procedures are listed below along with descriptions of amendments that EPA may decide to 


consider under these procedures. 


 


A. Minor Formulation Amendments 


 


Amendments involving the following types of formulation changes may be 


considered minor and eligible for accelerated review: 


 


1. Addition, deletion or substitution of one or more colorants in a formulation, 


where: 


C14. Why was the phrase “The product is not intended for use as a seed treatment of rodenticides” 
removed? 
 


a. The total percentage of changes in colorant, added or removed, must not 


exceed 1.0% (by weight) of the total pesticide product composition; 


b. The component(s) of the colorant are listed on EPA’s Inert Ingredient Listings 


in InertFinder (refer to the inert ingredient website for guidance 


http://www2.epa.gov/pesticide-registration/inert-ingredients-overview-and- 


guidance); and 


c. If the product is registered for food use, the colorant has the appropriate 


exemption from the requirement of a tolerance under 40 CFR 180.910 – 


180.960. 


 


2. Addition, deletion or substitution of one or more inert ingredients (other than 


colorants and fragrances) in a formulation, where: 


C15. Suggest flipping item #2 with item #3. 
 


a. The nominal concentration of the active ingredient does not change; 


b. The change does not invalidate any product-specific data submitted in support 


of the initial registration which causes additional data to be required; 


c. The identity of any proposed additional or substitute inert ingredient is known 


by the registrant and is listed on EPA’s Inert Ingredient Listings in InertFinder 


(Refer to the inert ingredient website for guidance 


http://www2.epa.gov/pesticide-registration/inert-ingredients-overview-and- 


guidance); 


d. The identity of any proposed proprietary mixture (Trade Name), and if the 


approval status is unknown to the registrant, please contact the Agency 


(Registration Division (RD)/Chemistry, Inerts, Toxicology Assessment 


Branch (CITAB)) if approval status is unknown to the registrant; 


e. If the product is registered for food use, the inert ingredient is considered to be 


exempt from the requirement of a tolerance under 40 CFR 180.910 – 180.960; 


f. The inert ingredient can be changed with a similar inert ingredient that is used 


for the same purpose in the formulation (e.g., carrier, emulsifier, surfactant); 


g. The product is not a bait, dog/cat pet spot-on or repellent and is not registered 


to control public health pests; and 


h. The inert involved is not a bittering agent or a safener. 


C16. Suggest item g. and item h. be listed first for clarity. 
 



http://www2.epa.gov/pesticide-registration/inert-ingredients-overview-and-

http://www2.epa.gov/pesticide-registration/inert-ingredients-overview-and-
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3. Addition, deletion or substitution of one or more fragrances in a formulation, 


where: 


 


a. All fragrance component ingredients in the newly-proposed fragrance must be 


included on the Fragrance Ingredient List (FIL): 


(http://www.epa.gov/opprd001/inerts/fmaingredient.pdf); 


b. The concentration of the fragrance being added, deleted, or changed must not 


exceed 1.0% (by weight) of the total pesticide product composition; 


c. Individual fragrance component ingredients that would exceed 0.1% (by 


weight) of the total pesticide product composition must have existing approval 


for non-food use as a pesticide product inert ingredient; 


d. New/modified fragrances for antimicrobial aerosol products making public 


health claims must be within the certified limits established for fragrances 


already approved for the product; 


e. The pesticide product is not an insect repellent or bait; and 


f. The pesticide product is a non-food use pesticide product. 


C17. Suggest item e. and item f. be listed first for clarity. 
 


EPA will not consider applications for the above kinds of minor formulation amendments 


in Section A for accelerated review if they: 


 


 Change the product’s acute toxicity category or physical/chemical characteristics 


necessitating label modification; 


 Affect the product’s efficacy so that supporting data are required (such as for 


vertebrate control products, food-contact surface sanitizers, and liquid or aerosol 


insecticides intended for household use); 


 Involve any change to a pet spot-on product; 


 Involve any change to a rodenticide; 


 Involve any change to an active ingredient source; 


 Involve any change to the nominal concentration of the active ingredient; or 


 Add or change a new or additional CSF (alternate or basic). 


 


B. Agency’s Review Process 


 


If the registrant believes that an amendment meets the criteria above, the 


instructions outlined in Section VI in this notice should be followed. EPA will make 


every effort to prepare an appropriate response to the registrant either accepting or 


rejecting the amendment within 45 days of receipt of the application for conventional and 


biopesticides; and 90 days for antimicrobial pesticides. 


 


V. AGENCY’S PROCEDURES TO REVIEW NOTIFICATIONS 


 


In an effort to assist registrants in knowing whether a notification has been processed, the 


Agency has modified the procedures for responding to notifications. This notice will change the 


policy for processing notifications by the Registration Division and the Biopesticides and 


Pollution Prevention Division. The new process is outlined below. The procedures to process 


notifications by the Antimicrobials Division remain the same as in PR Notice 98-10 and are 


stated below. 


 


 



http://www.epa.gov/opprd001/inerts/fmaingredient.pdf)%3B
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A. Response Procedures for Registration Division and Biopesticides and Pollution 


Prevention Division Products 


 


All notifications for non-antimicrobial products must be submitted in accordance 


with the procedures of this paragraph and any supplemental notice to registrants. 


 


1. Submission: A registrant must submit a notification to the Agency before distributing or 


selling a product amended in accordance with this notice or any other notice authorizing 


specific modifications by notification. 


2. Agency response: Generally, within 30 days of receipt of a notification, the Agency will 


notify the registrant in writing if the notification is acceptable or does not qualify as a 


notification including the reason why it is unacceptable. 


3. Distribution or sale: A registrant may distribute or sell a non-antimicrobial product 


modified by notification once EPA receives that notification. However, if the Agency 


determines that a product has been modified through notification inappropriately, the 


Agency may initiate regulatory and/or enforcement action without first providing the 


registrant with an opportunity to submit an application to amend the registration. 


 


B. Response Procedures for Antimicrobial Products 


 


FIFRA section 3(c)(9) sets out a notification process for registrants of antimicrobial 


pesticides to add relevant information on product efficacy, product composition, container 


composition or design, or other characteristics that do not relate to pesticide claims or 


activity. All notifications for such changes to antimicrobial products must be submitted in 


accordance with the procedures of this paragraph and any supplemental notice to registrants. 


 


1. Submission: A registrant must submit the notification to the Agency at least 60 days 


before distribution or sale of the product as modified. 


2. Substantiation: A registrant must retain in his/her files, and make available for 


inspection or copying, substantiating information or data supporting the proposed 


modification. These data need not be submitted with the notification, but may be required 


by the Agency if the proposed modification does not qualify as a notification. 


3. Agency decision: Within 30 days after receipt of a notification, the Agency will notify 


the registrant in writing if the proposed modification does not qualify as a notification 


and state the reasons why it is unacceptable. 


4. Objection: A registrant may file an objection in writing if the notification does not 


qualify as a notification not later than 30 days after receipt of the Agency’s letter. If the 


basis for not qualifying as a notification is that substantiating information is needed, the 


registrant must submit such information as part of the objection. A decision by EPA after 


receipt and consideration of an objection is a final Agency action. 


5. Distribution or sale: A registrant may not distribute or sell an antimicrobial product for 


which a modification by notification is proposed until he/she receives EPA notice  
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of approval, or until 60 days after submission, whichever comes first. A registrant may 


not sell or distribute a product not qualifying as a notification. 


 


C. Response Procedures for Notifications for Inert Ingredient Disclosure Statements 


 


The EPA will accept these notification amendments to the label provided that they 


 


 


VI. WHAT REGISTRANTS AND APPLICANTS SHOULD DO 


 


A. Notifications 


 


Registrants who wish to submit a notification in accordance with Section II of this 


notice must be addressed to the Document Processing Desk (NOTIF) and submit the 


following: 


 


1. A completed Application for Registration (notification checked) [EPA Form 8570-1 


is available for downloading at http://www.epa.gov/sites/production/files/2013- 


07/documents/8570-1.pdf]. If you would like to make an electronic submission, you 


may follow the instructions on the Electronic Submissions of Pesticide Applications 


website at http://www2.epa.gov/pesticide-registration/electronic-submissions- 


pesticide-applications. 


2. One (1) copy of the label with changes clearly marked in a way that can be 


photocopied. 


3. Each notification must be signed by the registrant or authorized agent and include that 


person’s current address and telephone number. 


4. The following statements must be included with the notification application: 


 


"Notification of (insert type of change, such as ‘Alternate Brand Name’) per 


PR Notice 2017-XX. This notification is consistent with the guidance in PR 


Notice 2017-XX and EPA regulations at 40 CFR 152.46, and no other 


changes have been made to the labeling or the confidential statement of 


formula of this product. I understand that it is a violation of 18 U.S.C. Sec. 


1001 to willfully make any false statement to EPA. I further understand that if 


this notification is not consistent with the guidance of PR Notice 2017-XX 


and the requirements of 40 CFR 152.46, this product may be in violation of 


FIFRA and I may be subject to enforcement action and penalties under 


sections 12 and 14 of FIFRA." 


 


B. Minor Formulation Amendments 


 


Registrants who wish to submit a minor formulation amendment for review in 


accordance with Section IV of this notice must indicate on the application for amended 


registration a statement such as “Minor Formulation Amendment per PR Notice 2017- 


XX.” For conventional chemicals, the submission must be addressed to the Minor 


Formulation Review Coordinator (MFRC).  For antimicrobials and biopesticides, the  


 


 


 


 



http://www.epa.gov/sites/production/files/2013-

http://www2.epa.gov/pesticide-registration/electronic-submissions-
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submissions must be submitted to Document Processing Desk (NOTIF) and addressed to 


the appropriate Product Manager.  All submissions must contain: 


 


1. A completed Application for Registration (amendment checked) with a cover letter 


listing the names and dates of all EPA accepted CSFs (version and date). Any CSFs other 


than those listed in the cover letter are superseded/no longer valid. [EPA Form 8570-1 is 


available for downloading at http://www.epa.gov/sites/production/files/2013-


07/documents/8570-1.pdf]. If you would like to make an electronic submission, you may 


follow the instructions on the Electronic Submissions of Pesticide Applications website at 


http://www2.epa.gov/pesticide-registration/electronic-submissions-pesticide- 


applications. 


2. One (1) copy of the currently accepted basic CSF and the CSF being revised. 


3. Two (2) copies of the CSF with the proposed formulation change, clearly identifying 


which accepted CSF it will be replacing. 


4. Any supporting information such as Safety Data Sheets (SDSs; formerly called Material 


Safety Data Sheets or MSDSs) on the added inert ingredient(s). 


5. The following statement must be included with the minor formulation amendment 


application: 


 


"Application for minor formulation amendment consisting of (insert type of minor 


formulation change, such as ‘Change of Inert Ingredient’) per PR Notice 2017-


XX. This amendment is consistent with the guidance in PR Notice 2017-XX, and 


no other changes have been made to the labeling or the confidential statement of 


formula of this product. I understand that it is a violation of 18 U.S.C. Sec. 1001 


to willfully make any false statement to EPA." 


 


For a minor formulation amendment involving a fragrance change when the registrant 


does not know the fragrance identities, the following information must also be provided to 


EPA by the registrant and the fragrance supplier. 


 


1. The following fragrance supplier statement (signed by the fragrance supplier) must 


accompany the registrant’s application: 


 


“On behalf of [name of fragrance supplier], I certify that all of the ingredients 


found in fragrance formula to be used in EPA Reg. No. are listed on the Fragrance 


Ingredient List (FIL) at http://www.epa.gov/opprd001/inerts/fmaingredient.pdf.  I 


understand that it is a violation of 18 U.S.C. §1001 to willfully make any false 


statement in this letter. I agree to notify EPA and [name of registrant] if this 


fragrance formula changes in a manner that makes the formula ineligible for a 


Minor Formulation Amendment per PR Notice 2017-XX and to submit the new 


composition of fragrance formula to the agency. I understand that the registrant 


will contact the fragrance supplier to ensure that the submissions are made to the 


agency.” 


 


 


 


 


 


 


 



http://www.epa.gov/sites/production/files/2013-07/documents/8570-1.pdf

http://www.epa.gov/sites/production/files/2013-07/documents/8570-1.pdf

http://www2.epa.gov/pesticide-registration/electronic-submissions-pesticide-

http://www.epa.gov/opprd001/inerts/fmaingredient.pdf
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2. The composition of approved fragrances (to be provided directly to EPA by the 


fragrance supplier) must be provided no later than June 30 of the year the fragrance is 


approved or registered. Composition information must be titled as “Fragrance 


Identity” and submitted by hard copy or in excel format on a CD or similar media 


directly to EPA’s Chemistry, Inerts and Toxicology Assessment Branch (CITAB) (see 


Section VIII). 


 


For a minor formulation amendment involving a fragrance change when the 


registrant knows the fragrance identities, the following information must also be provided 


to EPA by the registrant. 


 


1. The composition of approved fragrances (to be provided directly to EPA by the 


registrant) must be provided no later than June 30 of the year the fragrance is 


approved or registered. Composition information must be titled as “Fragrance 


Identity” and submitted by hard copy or in excel format on a CD or similar media 


directly to EPA’s Chemistry, Inerts and Toxicology Assessment Branch (CITAB) 


(see Section VIII). 


 


VII. ADDRESSES TO USE 


 


Registrants should send notifications and amendments to one of the following addresses: 


U.S. Postal Service Deliveries 


The following official mailing addresses should be used for notifications and 


amendments sent to OPP by U.S. mail: 


 


Document Processing Desk (NOTIF or MFRC) 


Office of Pesticide Programs (7504P) 


U.S. Environmental Protection Agency 


1200 Pennsylvania Ave., NW 


Washington, D.C. 20460-0001 


 


Personal/Courier Service Deliveries 


 


The following address should be used for notifications and amendments that are hand- 


carried or sent by courier service Monday through Friday, from 8:00 AM to 4:30 PM, 


excluding Federal holidays: 


 


Document Processing Desk (NOTIF or MFRC) 


Office of Pesticide Programs (7504P) 


U.S. Environmental Protection Agency 


Room S-4900, One Potomac Yard 


2777 South Crystal Drive 


Arlington, Virginia 22202-4501 
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Fragrance suppliers, when applicable (see Section VI), should send fragrance identity 


information and registration number to one of the following addresses: 


 


U.S. Postal Service Deliveries 


 


Document Processing Desk Attn: CITAB/RD 


Office of Pesticide Programs (7504P) 


U. S. Environmental Protection Agency 


1200 Pennsylvania Avenue, NW 


Washington, DC 20460 


 


Personal/Courier Service Deliveries 


 


The following address should be used for fragrance identity information that is hand- 


carried or sent by courier service Monday through Friday, from 8:00 AM to 4:30 PM, 


excluding Federal holidays: 


 


Document Processing Desk Attn: CITAB/RD 


Office of Pesticide Programs (7504P) 


U. S. Environmental Protection Agency 


Room S-4900, One Potomac Yard 


2777 South Crystal Drive 


Arlington, VA 22202-4501 


 


VIII. EFFECT ON PREVIOUSLY ISSUED PR NOTICES 


 


This PR notice supersedes PR Notice 95-2 and PR Notice 98-10 in their entirety. Actions 


allowed by other PR Notices will be allowed through the procedures outlined here. 


 


IX. SCOPE OF POLICY 


 


This PR Notice describes the Agency’s approach to implementing the requirements set 


forth in Agency regulations and FIFRA, and provides general guidance to EPA and to affected 


parties as well. While the requirements in FIFRA and Agency regulations are binding on EPA 


and applicants, this notice is intended to provide guidance to EPA personnel, pesticide registrants 


or applicants, and the public. As a guidance document, this policy is not binding on either EPA 


or any outside parties, and the EPA may depart from the guidance where circumstances warrant 


and without prior notice. Likewise, pesticide registrants may assert that the guidance is not 


appropriate for a specific pesticide or situation. 


 


 


 


 


 


 


 


 


 


 


 







18  


 


X. FOR FURTHER INFORMATION 


 


If you wish further information on this notice, you may contact the Registration Division 


at opp_rd_ombudsman@epa.gov; the Antimicrobials Division at opp_ad_ombudsman@epa.gov; 


or the Biopesticides and Pollution Prevention Division at bppdquestions@epa.gov. 


 


 


 


 


 


Richard P. Keigwin, Jr., Acting Office Director 


Office of Pesticide Programs 


US Environmental Protection Agency 



mailto:bppdquestions@epa.gov
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Table A. 2017-XX Proposed PRN: Descriptions of the Changes from PRN 98-10, How to Submit (Applicable section on this 


notice in parentheses) Modifications, and Why the Change is Necessary. 
 


 


Allowed Route of Submission 
Superseded by PRIA 3/4 or 


PRN 
 


Notification 
Non- 


Notification 


Minor 


Formulation 


Amendment 


Amendment PRIA 
Superseded by 


PRN 
Change from PRN 98-10 


Label or Package 


Brand Name Primary and 


Alternate (II.A) 


     No 


Add/Delete 


Pests 


Non-Public 


Health Pests 


(II.B) 


  Public Health Pests, 


Termites and 


Quarantined Pests 


  No 


Add Indoor, 


Non-Food Sites 


for 


Antimicrobial 


Product 


   Must be submitted via 


amendment. 


  Yes –removed 


Why: Adding indoor, non-food sites to a 


product label will require additional 


review/assessments, and data 


compensation may apply. 


Advisory 


Statements 


     PRN 2000-5 Yes - removed 


Packaging & 


Related 


Labeling 


(II.C)      No 


 


C18. There were some additions 
(Section II. C. 9,10, and 11) 


Use Deletions 


(Data Call-ins) 


   Must be submitted via 


amendment. 


  Yes – removed 


Why: Section 6(f) of FIFRA; Public 


process and agency review required. 


Cannot be done in 30 days with public 


process. 


Storage and 


Disposal 


Statements 


     PRN 2007-4 Yes – removed 


 


C19. PRN 2007-4 allows changes 
by notification and this no longer 
allows notification for storage and 
disposal, correct? If so, “Yes-
Removed” is unclear. 
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 Allowed Route of Submission Superseded by PRIA 3/4 or 


PRN 


 


Notification 
Non- 


Notification 


Minor 


Formulation 


Amendment 


Amendment PRIA 
Superseded by 


PRN 
Change from PRN 98-10 


Symbols or 


Graphics 


(II.D)   Graphics or logos that 


represent new or 


additional claims (e.g., 


OMRI and “safe for 


surface”). 


Amendments 


asking for the 


DfE logo will 


be subject to 


PRIA (M011) 


if PRIA 4 is 


enacted as it 


was introduced. 


 Yes. Clarification added that new claims 


must be submitted as an amendment. 


The exception is the DfE logo which is 


subject to PRIA (M011). 


 


C20. Suggest explaining why. 


Redundant 


Statements 


(II.E)      No 


Warranty 


Statements 


(II.I)      No 


Pesticide 


Category 


(II.F.1)      No 


Plant Derived 


Active 


Ingredients 


(II.F.2)      No 


Odor (II.F.3)      No 


“Water-based” (II.F.4)      No 


“New” or 


“Improved” 


formula 


   Must be submitted via 


amendment. 


  Yes – removed 


Why: New or improved formula 


indicates that a new CSF would be 


required. This would require the action 


to be submitted as an amendment or 


PRIA, depending on the change. 
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Allowed Route of Submission 


Superseded by PRIA 3/4 or 


PRN 


 


Notification 
Non- 


Notification 


Minor 


Formulation 


Amendment 


Amendment PRIA 
Superseded by 


PRN 
Change from PRN 98-10 


Non-flammable (II.G.1)      No 


Closed system (II.G.2)    May be subject 


to PRIA to 


remove 


statement. 


 No 


Water Soluble 


Packaging 


(II.G.3)      No 


Mixing 


Directions 


No change to 


dilution ratio 


(II.H.1) 


     No 


Tables/Charts 


of Use 


Directions 


(II.H.2)      No 


Additional 


application 


methods 


(II.H.3)      No 


Mixing with a 


fertilizer 


(II.H.4)      No 


Other minor 


revisions 


(II.J)      No 


Typos  (III.A)     No 


Package Size 


and Net 


Contents 


(II.C)      Yes – Moved from Non-notification to 


Notification 


Why: Changes of this nature need 


Agency review to ensure that use 


directions are aligned with package 


change (i.e., size), and mitigation by 


RED is captured. 
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Allowed Route of Submission 


Superseded by PRIA 3/4 or 


PRN 


 


Notification 
Non- 


Notification 


Minor 


Formulation 


Amendment 


Amendment PRIA 
Superseded by 


PRN 
Change from PRN 98-10 


Inert Ingredient 


Disclosure 


Statement 


 


 


(II.F.5.) 


     Yes – This is a place holder while the 


Agency considers whether the 


notification method is an appropriate 


avenue for industry requested inert 


disclosure.  


 


C21. Suggest explaining why. 
 


Non-FIFRA 


Related 


Elements 


 (III.B)     No 


Name and 


Address on 


Label 


 (III.C)     No 


Redesign of 


label format 


 (III.D)     No 


Non-pesticidal 


effectiveness 


 (III.E.1)     No 


Cleanup  (III.E.2)     No 


Effects on 


objects 


 (III.E.3)  “Safe for surface” 


claims submitted via 


amendment. 


  No 


Price  (III.E.4)     No 


Where product 


is made 


 (III.E.5)     No 


Approval by 


other Federal 


Agencies 


   Submit via Amendment   Yes 


Why: EPA would need to confirm these 


claims with the other Agencies. 
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Allowed Route of Submission 


Superseded by PRIA 3/4 or 


PRN 


 


Notification 
Non- 


Notification 


Minor 


Formulation 


Amendment 


Amendment PRIA 
Superseded by 


PRN 
Change from PRN 98-10 


Telephone or 


internet address 


 (III.E.6)     No 


“Other 


ingredients” 


 (III.E.7)     No 


First Aid 


heading 


     PRN 2001-2 Yes - removed 


Recycled 


content of 


packaging 


     PRN 2007-4 Yes - removed 


Refillable 


package 


     PRN 2007-4 Yes - removed 


Bilingual 


Labeling 


 (III.F)     No 


Inert Ingredient 


Disclosure 


Statement 


 (III.G.)     Yes – This is a place holder while the 


Agency considers whether the non- 


notification method is an appropriate 


avenue for industry requested inert 


disclosure. 


 


C22. Suggest explaining why. 
 


Recycling of 


Containers 


     PRN 2007-4 Yes - removed 


Product Chemistry 


Source of 


Active 


   Submit via Amendment May also be 


subject to 


PRIA: R340; 


A570; B680; 


B681 


 Yes 


Why:  Actions may require submission 


of data triggering PRIA. There may be 


data compensation issues and labeled 


uses must be checked against technical 


source uses. These reviews are labor 


intensive and 
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 Allowed Route of Submission Superseded by PRIA 3/4 or 


PRN 


 


Notification 
Non- 


Notification 


Minor 


Formulation 


Amendment 


Amendment PRIA 
Superseded by 


PRN 
Change from PRN 98-10 


       a quality review cannot be completed in 


30 days. 


Source of inert   (IV.A.2)    No 


Nominal 


Concentration 


of inert 


   Submit via Amendment   Yes 


Why: Changing the nominal 


concentrations of inert ingredients, is a 


change to the formulation and requires a 


new CSF. This change will need to be 


sent through the Science Branch and 30 


days may not be sufficient to complete 


such a review. 


Certified Limits 


of Inert 


   Submit via Amendment   Yes 


Why: Changing the certified limits of a 


component in the formulation requires a 


new CSF. This change will need to be 


sent through the Science Branch and 30 


days may not be sufficient to complete 


such a review. 


Proprietary 


Inerts 


  Consult 


RD/CITAB 


(IV.A.2) 


   No – Clarification was added to consult 


the Agency if there is any doubt that the 


Proprietary inert is cleared for requested 


use or if data compensation may apply. 


Starting 


Materials for 


Integrated 


Systems 


    Subject to 


PRIA: R340; 


R351; A570; 


B680; B681 


 Yes 


Why: These actions are subject to PRIA. 







25  


 


 
Allowed Route of Submission 


Superseded by PRIA 3/4 or 


PRN 


 


Notification 
Non- 


Notification 


Minor 


Formulation 


Amendment 


Amendment PRIA 
Superseded by 


PRN 
Change from PRN 98-10 


Change in 


Formulation 


Process 


    Subject to 


PRIA: R340; 


A570; B680; 


B681 


 Yes 


Why: These actions are subject to PRIA. 


Addition 


deletion, 


substitution of 


colorants 


  (IV.A.1)    No 


Addition 


deletion, 


substitution of 


inert 


ingredients 


  (IV.A.2)    No 


Addition 


deletion, 


substitution of 


fragrances 


  (IV.A.3)    No 


 










